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CENTRIFUGE VALIDATION FOR PLATELET POOR PLASMA
	Purpose
	1. This document describes the procedure for ensuring that optimum centrifugation speed and time is applied to produce platelet poor plasma for coagulation testing

2. Prior to using a centrifuge for plasma-based coagulation tests, validation process is initiated to ascertain the appropriate speed and time required for platelet poor plasma.


	Principle
	1. Samples used for coagulation assays require platelet poor plasma.  
2. Validation of centrifuges is necessary to ensure that all specimens used for coagulation testing are platelet poor. This is achieved by analyzing the platelet count on the spun citrate plasma.

3. Platelets can be activated or disrupted by freeze-thawing, cooling, hemolysis, slow or difficult blood draws, movement through pneumatic tube systems and other mechanisms. When platelets are activated or disrupted platelets can neutralize lupus inhibitor and heparin in plasma as well as causes other interference in coagulation assays. For this reason,
       it is routinely recommended that coagulation samples be free of hemolysis or visible clotting (fibrin stands) and centrifuged to remove platelets to a count of less than 10,000/uL.

4. CLSI recommends spinning specimens at 1500g for 15 minutes at room temperature or for a speed and time producing platelet poor plasma. Platelet poor plasma is defined as plasma with a platelet count of less than 10,000/uL.

5. Semi-annual verification of centrifuges for coagulation tests must be performed to ensure that spinning speed and time is adequate to obtain platelet poor plasma.
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	Reagents / Equipment
	Na Citrate sample
Expired Plateletpheresis unit (if indicated)

Pipettor and tips

Specimen Rocker
Centrifuge
Hematology Analyzer


	Procedure
	For centrifuge validation, a minimum of 20 samples is required. Ten specimens should have platelet counts that span the normal range. 10 additional specimens should range from 400,000 to 1,000,000/uL. Use of expired platelets from blood bank to spike patient specimens and attain the counts necessary is acceptable as long as compatible platelets/specimens are used.

For annual verification, 10 samples are required. Use specimens with normal to high platelet count. 




A. Specimen Preparation 

	Step
	Action

	1
	Allow specimens to mix on rocker at least 10 minutes until thoroughly mixed.

	2
	Analyze the platelet count on all samples on the hematology analyzer. A blank isotonic solution may be run to get the baseline or background count.
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B. Validation Procedure for New Centrifuge

	Step
	Action

	1
	Select a centrifuge speed to start with equivalent to or exceeds 1500g.  Document speed and time on the Centrifuge Validation Form. Certain centrifuges have a set speed and pre-programmed time.

	2
	Spin validation specimens in centrifuge.

	3
	Run the platelet count of the centrifuged samples to determine if platelet poor plasma is achieved. Document platelet counts on the form.

	4
	If the platelet count is greater than 10,000/uL on any of the spun samples then adjust the speed and or time depending on centrifuge constrains. Perform testing again starting with the mixing of specimens for at least 10 minutes. 

	5
	If all the specimens have platelet count less than 10,000/uL then the speed and time combination are adequate. Document the speed and time on the form.


C. Semi-annual Verification

	Step
	Action

	1
	Use the time and speed established in original validation study to centrifuge well-mixed specimens. For the centrifuges which have a fix speed then set the time only. 

	2
	Analyze and document the platelet count of the 10 samples prior to centrifugation.

	3
	Run the platelet count of the centrifuged samples to determine if platelet poor plasma is achieved. Document platelet counts on the form.

	4
	If the platelet count is greater than 10,000/uL on any of the spun samples then adjust the speed and or time depending on centrifuge constrains. Perform testing again starting with the mixing of specimens for at least 10 minutes. 

	5
	If all the specimens have platelet count less than 10,000/uL then the speed and time combination are adequate. Document the speed and time on the form.
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